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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address-- 
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308. 

1 . lEI This communication is responsive to ApDlicant's 4 February 2011 RCE and 18 March amendment. 

2. ^ The allowed claim(s) is/are 57-61.64-67.69-80.98 and 101-106 . 

3. ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a) S All b) □ Some* c) □ None of the: 

1 . M Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 
* Certified copies not received: . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
noted below. Failure to timely comply will result in ABANDONMENT of this application. 
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

4. □ A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 

INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient. 

5. □ CORRECTED DRAWINGS ( as "replacement sheets") must be submitted. 

(a) □ including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached 

1) □ hereto or 2) □ to Paper No./Mail Date . 

(b) □ including changes required by the attached Examiner's Amendment / Comment or in the Office action of 

Paper No./Mail Date . 

fdentifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the bacl<) of 
each sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d). 
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EXAMINER'S AMENDMENT 



An examiner's amendment to tine record appears below. Sliould tine clianges 
and/or additions be unacceptable to applicant, an amendment may be filed as provided 
by 37 CFR 1 .312. To ensure consideration of such an amendment, it MUST be 
submitted no later than the payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview 
with Ronald Aust on 22 April 201 1 . 

The application has been amended as follows: 

Claims 1-56, 62, 63, 68, 81-97, 99 and 100 are cancelled. 

Claims 57-61, 64-67, 69-80, 98 and 101-106 are amended to read as follows: 

57. A biopsy device for tissue collection, comprising: 
a housing containing a power source; and 
a removable element, comprising a biopsy needle module, a 
pressure source and a hollow connecting element, the 
biopsy needle module having a biopsy needle, a cutting 
sleeve and a biopsy needle carrier to which the biopsy 
needle and the cutting sleeve are mounted, wherein the 
removable element is configured for insertion into the 
housing with both the pressure source and the biopsy needle 
carrier being contained within the housing and with the 
pressure source and the biopsy needle carrier being spaced 
apart within the housing, and the hollow connecting element 
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coupled as a fluid coupling between the biopsy needle 
module and the pressure source; 

wherein the housing includes a lower housing segment, a housing 
lid coupled to the lower housing segment, a first end lid and 
a second end lid, each of the first end lid and the second end 
lid being connected to the lower housing segment, wherein 
the second end lid comprises a first U-shaped opening and a 
second U-shaped opening, wherein the first U-shaped 
opening is configured to receive a first portion of the 
removable element and the second U-shaped opening is 
configured to receive a second portion of the removable 
element, and wherein a third portion of the removable 
element is located between the first U-shaped opening and 
the second U-shaped opening external to the housing; and 

wherein the first end lid comprises a third U-shaped opening at the 
top thereof, and the third U-shaped opening is configured to 
receive a portion of the removable element. 

58. The biopsy device according to claim 57, the biopsy needle comprising 
a sharpened distal end and a distal opening for collection of tissue, the cutting sleeve 
having a cutting blade on the distal end thereof and coaxially positioned with respect to 
the biopsy needle. 

59. The biopsy device according to claim 58, wherein the pressure source 
comprises a vacuum pressure-generating device having a piston/cylinder arrangement, 
the vacuum pressure-generating device being connected to a proximal end of the 
biopsy needle via the hollow connecting element. 
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60. The biopsy device according to claim 58, further comprising a 
clamping cradle contained within the housing and a drive unit contained within the 
housing, the clamping cradle connected to the drive unit. 

61 . The biopsy device according to claim 60, wherein the biopsy needle 
module is configured to be connected to the clamping cradle such that the biopsy 
needle module is longitudinally displaceable by the clamping cradle. 

64. The biopsy device according to claim 61 , wherein the cutting sleeve is 
connected to the drive unit, the cutting sleeve being configured to be axially movable 
relative to the biopsy needle. 

65. The biopsy device according to claim 57, wherein the power source 
comprises at least one battery. 

66. The biopsy device according to claim 57, wherein the lower housing 
segment has lateral walls of different heights. 

67. The biopsy device according to claim 57, further including a guide 
disposed on the removable element, and wherein the third U-shaped opening is sized to 
receive the guide of the removable element. 

69. The biopsy device according to claim 57, further comprising a control 
panel attached to the housing, wherein the control panel is connected to the power 
source. 

70. The biopsy device according to claim 69, wherein the control panel is 
connected to a circuit board. 
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71 . The biopsy device according to claim 70, wherein the circuit board has 
a programmable microprocessor disposed thereon. 

72. The biopsy device according to claim 70, wherein the control panel 
comprises a control key configured to actuate a clamping cradle, a program key 
configured to actuate a tissue sampling procedure and a clamping key configured to 
trigger clamping of the clamping cradle. 

73. The biopsy device according to claim 72, wherein the program key is 
positioned between the control key and clamping key to avoid accidental actuation of 
the clamping cradle. 

74. The biopsy device according to claim 72, wherein each of the keys has 
a light associated therewith that is configured to indicate whether the key is active. 

75. The biopsy device according to claim 72, wherein the clamping key is 
equipped with a delay circuit. 

76. The biopsy device according to claim 60, wherein a locking 
mechanism is contained within the housing to lock the clamping cradle, the locking 
mechanism comprising a handle with an arm, wherein the arm is configured to lock into 
a depression in the clamping cradle. 

77. The biopsy device according to claim 76, wherein the clamping cradle 
is comprised of a plastic material and the arm is comprised of a metal. 



78. The biopsy device according to claim 61, wherein the clamping cradle 
is.configured to cause the biopsy needle to penetrate into a patient a predetermined 
distance upon actuation of the clamping cradle. 
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79. The biopsy device according to claim 78, wherein the clamping cradle 
is configured to be set to a plurality of penetration distances for the biopsy needle. 

80. The biopsy device according to claim 78, wherein the clamping cradle 
is configured to be set to a penetration distance for the biopsy needle which is in the 
range between approximately 15 mm and 25 mm. 



98. A biopsy device for tissue collection, comprising: 

a housing containing a power source, wherein the housing comprises a 
lower housing segment with lateral walls, a housing lid 
matched to the lower housing segment and having a 
longitudinally displaceable locking mechanism mounted to 
the housing lid and configured to engage a fastening device 
on the lower housing segment, and a first end lid and a 
second end lid, each of the first end lid and the second end 
lid being connected to the lower housing segment; 

a removable element, comprising a biopsy needle module, a pressure 

source and a hollow connecting element, the biopsy needle 
module having a biopsy needle, a cutting sleeve and a 
biopsy needle carrier to which the biopsy needle and the 
cutting sleeve are mounted, wherein the removable element 
is configured for insertion into the housing with both the 
pressure source and the biopsy needle carrier being 
contained within the housing and with the pressure source 
and the biopsy needle carrier being spaced apart within the 
housing, and the hollow connecting element coupled as a 
fluid coupling between the biopsy needle module and the 
pressure source; 
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wherein tlie second end lid comprises a first U-sliaped opening and 
second U-shaped opening, wherein each of the first U-shaped opening and the second 
U-shaped opening is configured to receive a respective portion of the removable 
element, with at least a portion of the hollow connecting element being located between 
the first U-shaped opening and the second U-shaped opening external to the housing; 
and 

wherein the first end lid comprises a third U-shaped opening at the top 
thereof, the third U-shaped opening sized to receive a portion of the removable element. 

1 01 . A biopsy device for tissue collection, comprising : 
a housing including a lower housing segment, a housing lid coupled to the lower 
housing segment, a first end lid, and a second end lid, each of the first end 
lid and the second end lid being connected to the lower housing segment, 
wherein the second end lid has a first U-shaped opening and a second U- 
shaped opening, and the first end lid has a third U-shaped opening; 
a unitary removable element including a biopsy needle module, a pressure 
source, and a hollow connecting element coupled as a fluid coupling 
between the biopsy needle module and the pressure source; and 
the unitary removable element being configured to be mounted to the housing 
and received at each of the first U-shaped opening, the second U-shaped 
opening and the third U-shaped opening, with the pressure source being 
contained within the housing, and with at least a portion of the hollow 
connecting element being external to said housing in a region between the 
first U-shaped opening and the second U-shaped opening to establish a 
fluid path that extends between the first U-shaped opening and the second 
U-shaped opening external to the housing. 



102. The biopsy device of claim 101 , wherein the biopsy needle module 
includes a first portion configured to be received by the first U-shaped opening and the 
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pressure source includes a second portion configured to be received by tlie second U- 
shaped opening. 

103. The biopsy device of claim 102, wherein the first portion is a round 
profile portion of the biopsy needle module and the second portion is a nozzle portion of 

the pressure source. 

104. The biopsy device of claim 103, wherein the biopsy needle module 
includes a biopsy needle and a cutting sleeve coaxially positioned with respect to the 
biopsy needle, the biopsy needle module further including a guide roller slidably 
disposed on said cutting sleeve, the guide roller configured for being slidably received 
by the third U-shaped opening to maintain a position of the guide roller. 

105. The biopsy device of claim 103, wherein the biopsy needle module 
includes a biopsy needle configured to extend outwardly from the housing from the third 
U-shaped opening, and wherein the fluid path is configured to further extend within the 
housing through the biopsy needle module between the first U-shaped opening and the 
third U-shaped opening. 

106. The biopsy device of claim 101 , wherein the fluid path is configured 
to further extend through an interior of the housing between the first U-shaped opening 
and the third U-shaped opening by way of the biopsy needle module. 

Claim 107 is added and reads as follows: 



107. The biopsy device according to claim 57, wherein the housing lid further comprises 
a longitudinally displaceable locking mechanism. 
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Allowable Subject Matter 

The following is an examiner's statement of reasons for allowance: a biopsy 
device with a removable element including a biopsy needle module, a pressure source 
and a hollow connecting element, and the biopsy device also having a housing with a U- 
shaped opening on one end and two U-shaped openings on another end, wherein the 
removable element is configured to be mounted to the housing with the pressure source 
contained within the housing and wherein the U-shaped openings are all configured to 
receive a portion of the removable element, and wherein the removable element is 
configured to have a portion extending external to the housing between the two U- 
shaped openings on the same end, is not disclosed or fairly taught by the prior art. 

Any comments considered necessary by applicant must be submitted no later 
than the payment of the issue fee and, to avoid processing delays, should preferably 
accompany the issue fee. Such submissions should be clearly labeled "Comments on 
Statement of Reasons for Allowance." 

Election/Restrictions 

Claims 58-61 , 64, 65 and 69-80 are allowable. Claims 58-61 , 64, 65 and 69-80, 
previously withdrawn from consideration as a result of a restriction requirement, require 
all the limitations of an allowable claim. Pursuant to the procedures set forth in MPEP § 
821 .04(a), the restriction requirement among inventions A, B and C, as set fortli in 
the Office action maiied on 5 December 2008, is hereby withdrawn and claims 58- 
61 , 64, 65 and 69-80 are hereby rejoined and fully examined for patentability under 37 
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CFR 1 .104. In view of tine withdrawal of the restriction requirement, applicant(s) are 
advised that if any claim presented in a continuation or divisional application is 
anticipated by, or includes all the limitations of, a claim that is allowable in the present 
application, such claim may be subject to provisional statutory and/or nonstatutory 
double patenting rejections over the claims of the instant application. Once the 
restriction requirement is withdrawn, the provisions of 35 U.S.C. 121 are no longer 
applicable. See In reZiegler, 443 F.2d 1211, 1215, 170 USPQ 129, 131-32 (CCPA 
1 971 ). See also MPEP § 804.01 . 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to EMILY M. LLOYD whose telephone number is 
(571)272-2951 . The examiner can normally be reached on Monday through Friday 8:30 
AM -5 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Max Hindenburg can be reached on 571-272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571 -273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Emily M Lloyd 
Examiner 
Art Unit 3736 

/EML/ 

/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



